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approved facilities must meet the re-
quirements specified in this subpart for 
the following activities: Training tech-
nicians to perform the tests; con-
ducting spirometry tests using equip-
ment and procedures that meet re-
quired specifications; collecting the 
respiratory assessment form; transmit-
ting data to NIOSH; and commu-
nicating with miners as required for 
scheduling, testing, and notification of 
results. Facilities seeking approval 
may apply to NIOSH using the 
Spirometry Facility Certification Doc-
ument (Form CDC/NIOSH (M)2.14), 
available at http://www.cdc.gov/niosh/ 
topics/surveillance/ords/ 
CoalWorkersHealthSurvProgram.html. 

(b) Spirometry quality assurance. A 
spirometry quality assurance program 
must be in place to minimize the rate 
of invalid test results. This program 
must include all of the following com-
ponents: 

(1) Instrument calibration checks. Test-
ing personnel must fully comply with 
the 2005 ATS/ERS Standardisation of 
Spirometry guidelines for instrument 
calibration check procedures, pp. 322– 
323, including Table 3 (incorporated by 
reference, see § 37.97). Calibration check 
procedures must include daily (day of 
testing) leak and volume accuracy 
checks and linearity checks according 
to the frequency established by the 2005 
ATS/ERS guidelines. Instrument cali-
bration check records must be main-
tained by the facility and available for 
inspection. 

(2) Automated maneuver and test ses-
sion quality checks. The spirometer soft-
ware must automatically perform qual-
ity assurance checks on expiratory ma-
neuvers during each spirometry testing 
session. Messages must alert the tech-
nician to maneuver acceptability er-
rors and test session non-repeatability. 
Each spirometry test session must 
have the goal of obtaining 3 acceptable 
with 2 repeatable forced expiratory ma-
neuvers, as defined by the 2005 ATS/ 
ERS Standardisation of Spirometry, p. 
325 (incorporated by reference, see 
§ 37.97). 

(3) Ongoing monitoring of test quality. 
Facilities must submit spirometry re-
sults to NIOSH within 14 calendar days 
of testing as specified in § 37.95(d) to 
permit NIOSH to monitor test quality 

and provide a report to the miner. 
NIOSH may provide feedback to the ap-
propriate technician(s) along with sug-
gestions for improvement. 

(4) Quality assurance audits. NIOSH 
may periodically conduct audits to re-
view examinations submitted by ap-
proved facilities and assess the quality 
of spirometry provided. Such audits 
may include a review of all spirometry 
examination data obtained during a 
specified time period or review of 
spirometry test data collected over 
time on selected miners. 

(c) Noncompliance. If NIOSH deter-
mines that a facility is not compliant 
with the policies and procedures speci-
fied in this subpart, or determines as 
the result of a quality assurance audit 
specified in this section that a facility 
is not performing spirometry examina-
tions of adequate quality, the facility 
will be notified of the deficiency. The 
facility must promptly make appro-
priate arrangements for the deficiency 
to be rectified. 

(d) Revocation of approval. If a facility 
fails to rectify deficiencies within 60 
days of notification, NIOSH approval of 
the facility may be revoked. An ap-
proval which has been revoked may be 
reinstated at the discretion of NIOSH 
after it receives satisfactory assur-
ances and evidence that all deficiencies 
have been corrected and that effective 
controls have been instituted by the fa-
cility to prevent a recurrence. 

(e) Maintenance of records. In con-
ducting medical examinations pursu-
ant to this part, physicians and radio-
graphic facilities must maintain the 
results and analyses of these examina-
tions (including any hard copies or dig-
ital files containing individual data, 
interpretations, classifications, and 
images) in a manner consistent with 
applicable statutes and regulations 
governing the treatment of individ-
ually identifiable health information, 
including, as applicable, the HIPAA 
Privacy and Security Rules (45 CFR 
part 160 and 45 CFR part 164, subparts 
A, C, and E). 

§ 37.94 Respiratory assessment form. 
As part of the spirometry examina-

tion and concurrent with it, personnel 
at the facility must complete a Res-
piratory Assessment form (Form CDC/ 

VerDate Sep<11>2014 12:38 Nov 23, 2015 Jkt 235188 PO 00000 Frm 00200 Fmt 8010 Sfmt 8010 Y:\SGML\235188.XXX 235188js
ta

llw
or

th
 o

n 
D

S
K

7T
P

T
V

N
1P

R
O

D
 w

ith
 C

F
R



191 

Public Health Service, HHS § 37.95 

NIOSH (M)2.13), available at http:// 
www.cdc.gov/niosh/topics/surveillance/ 
ords/ 
CoalWorkersHealthSurvProgram.html, for 
the miner. 

§ 37.95 Specifications for performing 
spirometry examinations. 

(a) Persons administering the 
spirometry examination. Each person ad-
ministering spirometry examinations 
must successfully complete a NIOSH- 
approved spirometry training course 
and maintain a valid certificate by pe-
riodically completing NIOSH-approved 
spirometry refresher training courses, 
identified on the NIOSH Web site at 
http://www.cdc.gov/niosh/;. A copy of the 
certificate of completion from a 
NIOSH-approved spirometry training 
or refresher course, with validation 
dates printed on the document, must 
be available for inspection. NIOSH will 
assign each person administering 
spirometry examinations a unique 
identification number, which must be 
entered into the spirometry system 
computer whenever instrument quality 
assurance or miner testing is done or 
on the Spirometry Results form (Form 
CDC/NIOSH (M)2.17), available at http:// 
www.cdc.gov/niosh/topics/surveillance/ 
ords/ 
CoalWorkersHealthSurvProgram.html. 

(b) Spirometer specifications. 
Spirometry testing equipment must 
meet the 2005 ATS/ERS 
Standardisation of Spirometry speci-
fications for spirometer accuracy and 
precision and real-time display size and 
content, pp. 331–333, including Table 2 
on p. 322 and Table 6 on p. 332 (incor-
porated by reference, see § 37.97). Fa-
cilities must make available for inspec-
tion written verification from a third- 
party testing laboratory (not the man-
ufacturer or distributor) that the 
model of spirometer being used has 
successfully passed its validation 
checks as required by the Standardiza-
tion of Spirometry; 1994 Update pro-
tocol, Appendix B pp. 1126–1134, includ-
ing Table C1 (incorporated by ref-
erence, see § 37.97). Facilities may re-
quest such documentation from spi-
rometer manufacturers. For each 
forced expiratory maneuver submitted 
for a miner under this part, the 
spirometry data file must retain a 

record of the parameters defined in the 
2005 ATS/ERS Standardisation of 
Spirometry, p. 335 including Table 8 
(incorporated by reference, see § 37.97). 
Spirometers that provide electronic 
transfer of spirometry data results files 
must use the format, content, and data 
structure specified by the 2005 ATS/ 
ERS Standardisation of Spirometry, p. 
335, or a procedure for data transfer 
that is approved by NIOSH. 

(c) Spirometry examination procedures. 
Administration of spirometry examina-
tions must include the following: 

(1) Pre-test checklist. A short 
Spirometry Pre-Test Checklist (Form 
CDC/NIOSH (M) 2.15), available at 
http://www.cdc.gov/niosh/topics/surveil-
lance/ords/ 
CoalWorkersHealthSurvProgram.html, 
must be administered prior to each 
spirometry examination to identify 
possible contraindications to testing, 
or factors that might affect results. 

(2) Respiratory assessment. A standard-
ized Respiratory Assessment form 
(Form CDC/NIOSH (M)2.13), available 
at http://www.cdc.gov/niosh/topics/surveil-
lance/ords/ 
CoalWorkersHealthSurvProgram.html, 
must be completed at the initial 
spirometry examination and repeated 
at each spirometry examination. 

(3) Collection of anthropometric and de-
mographic information. The miner’s 
standing height must be measured in 
stocking feet using a stadiometer (or 
equivalent device) each time the miner 
has a spirometry test. The miner’s 
weight must also be measured (in 
stocking feet). The miner’s birth date, 
race, and ethnicity must also be re-
corded. These data will be entered into 
the spirometry system computer and 
transmitted with the spirometry data 
file. For facilities with spirometers 
that do not permit electronic transfer 
of data files as specified in § 37.96(d), 
the Spirometry Results form (Form 
CDC/NIOSH (M) 2.17), available at 
http://www.cdc.gov/niosh/topics/surveil-
lance/ords/ 
CoalWorkersHealthSurvProgram.html, 
will be completed for each miner test-
ed, and will report the numerical re-
sults of the highest and second highest 
results for the FVC and FEV1 and the 
highest PEF from at least three maxi-
mal, acceptable expiratory maneuvers 
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